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DETAILED ACTION 

This action is responsive to papers filed 01/12/2009. 

Claims 1-14 are currently pending; claims 1, 3 and 4 have been amended, claim 
15 has been canceled and no claims have been added. 
Claims 1-14 have been examined on the merits. 



Previous Rejections 

Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set presently being applied to the instant 
application. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-14 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 recites the limitation "regardless of the disease being treated" in line 8. 
There is insufficient antecedent basis for this limitation in the claim as the claim does 



Application/Control Number: 10/525,681 Page 3 

Art Unit: 1657 

not mention any treatment. It is unclear whether Applicant is claiming a screening 
method or a treatment method. 
Clarification is required. 

Because claims 2-14 depend from indefinite claim 1 and do not clarify the point 
of confusion, they must also be rejected under 35 U.S.C. 112, second paragraph. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-14 remain rejected under 35 U.S.C. 102(b) as being anticipated by 
Alnemri et al (US 5,786,1 73- from IDS). 

Amended claim 1 is drawn to a method of monitoring or modulating a disease- 
associated activatory process, wherein the activity process comprises activation of 
cytokinsecretion, induction of direct cell-bound signals, or transmissions of signals 
regulating proliferation, differentiation, and/or senescence, the method comprising 
determining or influencing the amount or activity of caspase-1 0 or caspase-1 0 isoforms 
in a cell or an organism, which is affected by non-apoptosis signals emanating from 
death receptors or non-apoptosis signals from non-death receptors of the TNF receptor 
family regardless of the disease being treated. 
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Dependent claims include the signals by which the amount or activity of caspase- 
10 or caspase-10 isoform is affected, the type of diseases included, type of information 
monitored, level of determination and level of monitoring. 

Alnemri et al disclose methods of monitoring and modulating disease-associated 
activatory processes comprising determining and/or influencing the amount or activity of 
Mch4 (which is the caspase 10a isoform) in a cell or organism at the nucleic acid and 
protein level (column 8 line 22-column 12 line 37) (claims 1, 9-14). Although it is not 
further specified that non-apoptosis signals are meant (and only apoptosis is 
discussed), cancer and autoimmune diseases are included for treatment and monitoring 
(column 8), and these types of diseases fall under the group of activatory processes 
that are also triggered by non-apoptosis signals, according to the present application 
(pages 5-6) and inherently include the death receptors and non-death receptors claimed 
by Applicant as well as receptor crosslinking (claims 2-5, 7, 8). The inclusion of 
systemic lupus erythematosus (column 8 line 30), while characterized as an 
autoimmune disease, can also be characterized as a skin inflammatory disease since it 
inherently includes symptoms of skin lesions as well as other inflammatory related 
symptoms (claim 6). 

Inherency is not necessarily coterminous with the knowledge of those of ordinary 
skill in the art. Artisans of ordinary skill may not recognize the inherent characteristics 
or functioning of the prior art. However, the discovery of a previously unappreciated 
property of a prior art composition, or of a scientific explanation for the prior art's 
functioning, does not render the old composition or method patentably new to the 
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discoverer. The public remains free to make, use, or sell prior art compositions or 
processes, regardless of whether or not they understand their complete makeup or the 
underlying scientific principles which allow them to operate. The doctrine of anticipation 
by inherency, among other doctrines, enforces that basic principle. 

Thus, a reference may be anticipatory if it discloses every limitation of the 
claimed invention either explicitly or inherently. A reference includes an inherent 
characteristic if that characteristic is the natural result flowing from the reference's 
explicitly explicated limitations. 

Alnemri et al teach the physical steps of determining and influencing the amount 
or activity of caspase-10 or caspase-10 isoforms in a cell or an organism in specific 
diseases taught by Applicant to be affected by non-apoptosis signals (cancer and 
autoimmune diseases). 

Because the Alnemri reference teaches the same physical steps as the claimed 
method, the teachings of Alnemri et al inherently anticipate Applicant's invention as 
claimed. 

Response to Arguments 

Applicant's arguments filed 01/12/2009 have been fully considered but they are 
not persuasive. 

Applicant argues that the Alnemri reference does not anticipate the claims as 
amended. Applicant asserts a person skilled in the pertinent art would recognize the 
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difference between the claimed method which is directed to non-apoptosis pathways, 
while Alnemri's teaching focus on apoptosis pathways. Applicant asserts that Alnemri 
does not teach or suggest a method relying on non-apoptosis signaling. 

This is not found persuasive because the Alnemri reference teaches the same 
physical steps as the claimed method which are "determining and influencing the 
amount or activity of caspase-10 or caspapse-10 isoforms". Wherein the activatory 
process comprises transmission of signals regulating proliferation, differentiation and/or 
senescence is an inherent component to the relationship of capspase-10 and diseases 
such hyperproliferative, inflammatory and auto-immune diseases. It is not necessary for 
Alnemri to recognize that caspase-10 is being affected by non-apoptosis signals in 
order to carrying out the monitoring and modulating method as claimed by Applicant as 
long as Alnemri includes embodiments wherein the diseases monitored and treated are 
those specified by Applicant has having these non-apoptosis signals which Alnemri 
does (column 7 line 50- column 8 line 5). 

Therefore, the claims remain rejected as cited above. 



No claims are allowed. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LAURA SCHUBERG whose telephone number is 
(571)272-3347. The examiner can normally be reached on Mon-Fri 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leon B Lankford/ 

Primary Examiner, Art Unit 1651 

Laura Schuberg 
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